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XU ETAL. 



Art Unit 

1631 



I Period for' ZlT""'' """'^ comn,unicat,on apjears on the cover sheet .ith the LrespondencJ^L^^ 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE ^ momtw/cmtd^*. 
THE MAILING DATE OF THIS COMMUNICATION MONTH(S) FROM 

earned patent term adjustment. See 37 CFR 1 704(6) communication, even if timely filed, may reduce any 

Status 

1 M Responsive to communication(s) filed on 37 fck t^ ^<io i 
2a)EI This actionis FINAL. 2b)n This action is non-final. 

fSl!!?.?''' h'^*'°" " i 1°"""'"°" ^'^^^P* matters, prosecution as to the merits is 

Disposition Of ClairSs ' ""'"^ ^^^5 CD. 11,'453 O.G 213 ' 

4) ^ Claim(s) 1-7 and 9-18 is/are pending in the application. 

4a) Of the above claim(s) 2,5-7,9,10 and 1?-1 4 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6M C\a\m{s)1JJj±andJ5 is/are rejected. 
/)□ Claim{s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1 85(a) 
1 1 )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required In reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Aclcnowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. 

3. D Copies of the certified copies of the priority documents have been received in this National Staoe 
^ application from the International Bureau (PCT Rule 1 7 2(a)) ^ 

See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application) 
. ;;.i-i^ r '^^^ °f the foreign language provisional application has been received 

15) U Acknowledgment Is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 
Attachment(s) 

!)□ Notice of References Cited (PTO-892) ^^n , . ■ ^ 

2) □ Notice of Draflsperson-s Paterit DravWng Review (PTO-948) 5 H mT^"", i 7'"'"' '''""^ " 

3) H lnfo..a«on Disdosu. Statemer,t(s) (P?0-1449) PaZ Z)!! . 6) □ 0.h" Applicafon (PTO-152) 
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Application/Control Number: 09/825,294 

Art Unit: 1631 ' ^^^^^ 

DETAILED ACTION 

Applicants' arguments, filed 27 February 2003, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They constitute the 
complete set presently being applied to the instant application. 

Claims 1, 3, 4, 11, and 15 are currently pending. AppHcant is requested to please cancel 
claims to non-elected inventions. 

Information Disclosure Statement 
The IDS, filed 27 February 2003 has been entered and considered. An initialed copy of 
the form PTO-1449 is included with this office action. 

Claim Objections 

Claim 15 is objected to for being dependent from a cancelled claim. Claim 15 is dependent from 
claim 8, now cancelled and incorporated into claim 1. Claim 15 will be examined as being 
dependent from claim 1. Appropriate correction is required. 

Claim Rejections - 35 USC §112 
Claims 1, 3, 4, 1 1, and 15 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly comiected, to make and/or use the invention. 
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The enablement rejection from the previous Office Action is maintained in all aspects. 
Applicants submit that the present application is directed to sequences that are expressed in 
ovarian tumor tissue versus normal tissue arid that the sequences may be used for the detection of 
ovarian cancer. Further Applicants state that the instant specification is replete with guidance on 
tumor specificity of the Applicant's polynucleotides in the detection of ovarian cancer. To 
provide support for these statements, Applicant has pointed to page 105, lines 8-11, which 
describe clone 57887, which is SEQ ID NO: 199. 

This support is not persuasive in that SEQ ID NO: 199 is not SEQ ID NO:214. As stated 
in the previous Office Action, SEQ ID NO: 214 is described on page 107 as the "consensus 
sequence for 0134C/0591S". The significance of this information is not disclosed. The 
consensus sequence from homologous sequences may not represent a real sequence, as there are 
many alternative sequences that could represent the consensus, as well as many mistakes that can 
occur in the generation of a consensus sequence. For instance, there may be a mistake in one or 
more of the nucleotides of one or both fragments which would lead to the generation of an 
incorrect sequence. In that case, the sequence may not be expressed, as alteration in even a 
single nucleotide or amino acid change or mutation can destroy the fimction of the biomolecule 
in many instances. There is nothing in the specification that shows that SEQ ID NO:214 has 
actually been tested for the biological activity or whether this also is an asserted biological 
activity based upon sequence similarity to yet a different sequence. As such, there is nothing in 
the specification that identifies "how" the consensus sequence was generated that would lead one 
to the conclusion that because SEQ ID NO:210 and SEQ ID NO:199 are expressed in ovarian 
tumors, so is SEQ ID NO:214. 
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Applicant has not provided a prima facie case to over come the argument that "tumor- 
markers in the art have been shown to be present in non-tumor tissues such that one of skill in 
the art would have an expectation that any one sequence would be indicative of cancer. "To " 
overcome a prima facie case of lack of enablement, applicant must demonstrate by 
argument and/or evidence that the disclosure, as filed, would have enabled the claimed 
invention for one skilled in the art at the time of filing" (MPEP 2164.04). Applicant has not 
shown that SEQ ID NO:214 is specific for any cell type, let alone ovarian tissue or that it is 
diagnostic of any cancer and this would be undue experimentation beyond the disclosed 
embodiments. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that fom the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

Claims 1, 3, 4, 1 1, and 15 remain rejected under 35 U.S.C. 102(b) as being anticipated by 
McKee et al. (Genomics (1997) vol.46, no.3, pages 426-434). 

Applicant has argued that the cancellation of claim 8 and the addition of "highly 
stringent" conditions instead of "moderately stringent" conditions are sufficient to overcome the 
prior art rejection. However, this sequence contains at least 20 contiguous residues of SEQ ID. 
No:214. ^\A^^ rl^^^i'C hJ^ ff/liAS^i^- fA^U^^fs 

THIS ACTION IS MADE FINAL. Applicant is reminded Of the extension Of time 
policy as set forth in 37 CFR 1.136(a). \UMiJ^ 

j3 ^^^^ 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action, hi the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action, hi no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

No claims are allowed. 



Inquiries 

Papers related to this application may be submitted to Technical Center 1600 by facsimile 
fransmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center located 
in Crystal Mall 1. The faxing of such papers must conform with the notices pubhshed m the 
Official Gazette, 1096 OG 30 (November 15, 1988), 1 156 OG 61 (November 16, 1993), and 
1 157 OG 94 (December 28, 1993) (See 37 CFR § 1.6(d)). Hie CMl Fax Center number is either 
(703) 308-4242, or (703) 308-4028. 

Any inquiry concerning this communication or earher communications from the 
examiner should be directed to Lori A. Clow, Ph.D., whose telephone number is (703) 306-5439. 
The examiner can nomially be reached on Monday-Friday from 9 A.M. to 5 P.M. 

If attempts to reach the examiner by telephone are unsuccessfiil, tiie examiner's 
supervisor, Michael P. Woodward, Ph.D., can be reached on (703) 308-4028. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Legal histrument Examiner, Tina Plunkett, whose telephone number is 
(703) 305-3524, or to the Technical Center receptionist whose telephone number is (703) 308- 
0196. 
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